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D E P A R T * M E N T  O F  H E A L T H  A N D  H U M A N  S E R V I C E S  
Food  a n d  D r ug  Admin is t ra t i on  
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1. Chedc  a l l  app l i cab l e  boxes  a n d  type o r  pr in t  the 
r eques ted  in fo rmat ion.  

2. Subm i t  a n  o r i g i na l  a n d  four  (4 )  cop ies.  
N A M E  O F  C O M P A N Y  
C L U B  MIAMI  

3. Ma i l  you r  app l i ca t i on  to the Ddckets  M a n a g e m e n t  B r a n c h  (HFA-305 ) ,  F o od  a n d  
D r ug  Admin is t ra t i on .  R m  +061 ,  5 6 3 0  F ishe r r  Lane ,  Rockv i l le ,  M D  20652 .  

4.  En t e r  docke t  n u m b e r  if ass ignsd. .  
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a  

. A D D R E S S  O F  C O M P A N Y  ( I nc l ude  ZIP Code ) ( / f  .P .O . B o x  is used ,  i nc l ude  actua l  street add r ass  a lso . )  
3  C A R R I A G E  L A N E ,  A M H E R S T ,  M A  O lO O ?  

. N A M E  A N D  T ITLE  O F  R E S P O N S IB L E  P E R S O N  I 4 .  T E L E P H O N E  N O . ( h x l u d e  a r e a  c o d e )  5 .  D A T E  O F  S U B M I S S I O N  
A L B E R T 0  M O R A L E S , C L U B  O W N E R / L A S E R  O P E R A T O R  ( 4 1 3 ) 7 3 1 - 7 8 0 0  O 4 1 2 9 / 2 0 0 5  

. T H E  A P P L ICANT R E Q U E S T S  T H E  V A R IA N C E  ‘T O  B E  IN E F F E C T  F O R  A  P E R IO D  O F  _  2  _  Y E A R S  F R O M  T H E  D A T E  O F  IS S U E .  ( In  
gene ra l ,  the A g e ncy  wi l l  e pp r ove  a  va r i ance  for on/v  two years.  If a  l o nge r  pe r i od  is requested ,  a  just i fmt ion mus t  b a  a t taqhed  as  par t  of the app l icat ion. )  

P R O D U C T  D E S C R I P T I O N  A N D  U S E  

b  

c  

(  

I: L IST  N A M E  A N D / O R  M O D E L  N U M B E R ( S )  F O R  T H E  L A S E R  L IGHT  S H O W ( S )  A N D  P R O J E C T O R ( S )  
S T I N G E R  1 O m W  G R E E N  ( F D A  A C C E S S I O N #  0 2 2 0 4 2 5 - 0 2 )  

1. P R O D U C T  F O R  W H ICH A  V A R IA N C E  IS  R E Q U E S T E O  f. P R O D U C T  IS  I N T E N D E D  T O  B E  U S E D  A T  A N Y  O N E  L O C A T I O N  
q  A  lase r  d i sp lay  dev i ce  [fl M o r e  than  1 5  days  
0  A  p ro jec to r  for a  l ase r  l ight  s how  q  M o r e  than  5  but  not  m o r e  than  1 5  days  
0  A  l ase r  l ight  s how  n  Less  than  5  days  
c] O ther  (Spec i@ )-  g. T O U R  IS  I N T E N D E D  T O  R U N  F O R  

:. 0  P R O J E C T O R S  A R E  I N T E N D E D  F O R  S A L E ; L E A S E , O R  L O A N  T O  D  M o r e  than  6  mon ths  
O T H E R  L A S E R  L IGHT  S H O W  P R O D U C E R S  0  I- 6  mon ths  

f. P R O D U C T  IS  I N T E N D E D  F O R  U S E  IN A  0  Less  than  o n e  mon t h  
q  P l ane t a r i um  o r  o the r  d o m e  p ro jec t ion  st ructure q  Not app l i cab l e  (Not  e  tour )  
q  Thea te r  fl O ther  & !% e c @ ) -  
0  Hote l /mote l  b a l l r o om  o r  mee t i ng  r o o m  h. P R O D U C T  UTIL IZES  T H E  F O L L O W ING L A S E R  E F F E C T S  
q  S tore d isp lays  q  Front  sc reen  p ro jec t ions  
q  T rade  s how  o r  conven t i on  q  R e a r  sc reen  p ro jec t ions  
q  Disco theque  o r  n igh t  c l ub  q  Ho log r aph i c  d isp lays  
0  Pav i l i o n  q  Mul t i p l e  ref lect ion/d i f f ract ion effects 
q  I ndoo r  a r e na  c] A ud i e n c e  scann i ng  @ Iso i nc l udes  scann i n g  any  access ib l e  
0  O u tdoo r  a r e na  uncon t r okd  a r eas )  
q  M u s e u m  q  Ref lect ions f r om s ta t i ona ry  m i r r o rs  o r  m i r r o r e d  
0  O u tdoo r  unenc l osed  a r e a  su r faces @ ea r n  & fatr ices) 
q  O ther  (Spec i v ) -  a  S tat ionary i r rad ia t ion  of ro tat ing m i r r o r  ba l ls ,  etc. 

!. P R O D U C T  IS  I N T E N D E D  T O  B E  U S E D  a  Scann i n g  i r rad ia t ion  of ro tat ing m i r r o r  ba l ls ,  etc. 
q  A t on l y  o n e  (F ixed )  locat ion  a  F i be r  opt ic  p ro jec t ions  
c] A t a  var ie ty of (Tou r )  l ocat ions q  Fog,  smoke ,  o r  o the r  scat ter ing e nhancemen t  effects 
0  O ther  (Spec i fy )  q  O ther  isPecify)+... . -  

i. 
L A S E R  M E D IUM (A/  P E A K  P O W E R  (wat ts )  

IP S S  w o 4  

f 

e  

C  

3. IF A N Y  L A S E R  RAD IAT IO  

18 - 22k  

IO . R E A S O N  F O R  R E Q U E S T ING V A R IA N C E  
q  Comp l i a n ce  wi th the l imi ts of 2 1  CFR  1040 .1  l (c)  wou l d  restr ict the i n t ended  use  of the p raduc t  b ecause  Com!d i a f lCe  wou l d  

l imi t  the output  p owe r  to the extent  that the des i r ed  effects wou l d  not  b e  su i% ien t l y  v is ib le  

0  O ther  o r  add i t i ona l  exp lana t i on  (Spec i l y l  

F O R M  F D A  3 1 4 7  ( 1 2 / 0 3 )  P K t V l U U S  tWI I IUN  I3 U L W V L C  I t 

u - 0  1 7 7  



1 II. MANNER IN WHICH IT IS PROPOSED TO IJE\AIATE FROM THE REQUIREMENTS OF THE -APPLICABLE STANDARD 
* q I; is proposed to deviat8 from the provisions of 21 CFR 1040.1 i(c) in that the accessible emission level would exceed the 

accessible emission limits Specified in 21 CFR iO4D.li(c). ,. 

13 It is proposed to deviate from the provisions of 21 CFR 1040.1 i(c) as foliows: 

! 
12. ADVANTAGES TO BE DERIVED FROM SUCH ‘DEVIATtON 

q Laser light shows and displays are accepted popular media in entertainment and the arts. Use of power levels in excess 
of the limits imposed by 21 CFR 1040.1 l(c) is necessary to achieve the required effects in thesa media!. 

0 Other or additional advantages (describe and explain). 

13. EXPlAiN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. (Check as many boxss as app/fi In item f4 “Remetis, ” 
just& any boxes not checked, using additional sheets as necessary. State any other means of ntdiaton’ prcMfion that will be used.) 

a. 0 All laser products, systems, shows, and projectors will be certified to comply with 21 CFR lC40.10 and the conditions of this variance and will 
be reported as required by 21 CFR 1002.10 AND 1002.11 using the report&~ guides provided for such purposs. These actions will b8 
accomplished prior to any introduction into. commerce. 

b. 133 Effects not specifically indicated in this variance application will not be performed. No other effects will be added until an amendment to the 
variance has been obteined and the requlritd reports or supplements, as applicable, have been submitted. 

c. m Scanning, projection, or reflection of laser and collateral radiation (Light show radiation) into audience or othar accessible uncontrolled areas 
will not be permitted except for diffuse reflections prodticad by th8 atmosphere, added atmospheric st*lttering media, and target screens. 

d. a Laser radiation levels in excess of the limits of Class I will not be permitted at any point less than 3,O meters above any surface upon which 
persons other than operators, performers, :or employees are permitted to stand or 2.5 meters below or in lat8ral separation from any place 
where such persons are permitted to be. C?perators, performers, and employees will not be required or alloW8d to view radiation above the 
limits of Class I or ba exposed to radiation ‘above the limits sp8cified in 21 CFR 104O.i?(c)~ 

8. q Any product which relies on scanning to meet access, exposure, or product class limits will incorporate a scanning safeguard system which 
directly senses scanner motion and which .till react fast enough to predude exceeding the 8pPlkXIble limit. 

f. a All laser light shows shall be under the direct and personal control of trained, competent operator(s). The operator(s) will: 

(1) Be an employee of the variance holder who will be responsibte for the training and the conduct of the optrrator; 

(2) 68 located where all beam paths can be directly observed at all times; and 

(3) Immediately terminate the emission of ilight show radiation in the event of any unsafe condition; or, for outdoor shows, upon request 
by any air traffic control offrciats. 

g. a The maximum laser projector output power will not exceed the level required to obtain the intended eifects. 

h. 0 The projection system (i.e., the projector and a// other components usedto produce the lighting effects) will be securely mounted or 
immobilized to prevent unintended movement or misalignment. Beam masking will be provided as an inherent part of the system design to 
prevent ovemlling of screens, beam stops, targets, etc. 

i. q Laser projectors will not be delivered to any other party under an agreement of sale, lease, or laan unless and until the recipient demonstrates 
that they have a variance in effect at the time of delivery that permits them to produce laser light shows incorporating such projector(s). 

j. q In addition to the requirements of 21 CFR’lO40.10(h), the manufacturer of laser projectors/systems will provide to parties who purchase, lease, 
or borrow the equipment, adequate users“instructions for safe installation and operation which explain the responsibility of the recipient as an 
independent light show manufacturer to submit the required mports and apply for and obtain a variant% from CDRH prior to introduction into 
commerce of any lasei light shows. 

k. 11 The requirements of 21 CFR 1002.30(a)(l:) and (2) will be accomplished through the use of written procedures for setup, alignment, testing, 
and performance of each show, Thess procedures wilt be in sufficient detail to ensura comptianqe with 21 CFR 1040.10, the conditions of this 
variance, and the control of access to radiation areas using the procedures describad in the ANSlZl36.Z standard for the safe use of lasers 
(American National Stand&s Institute, 7130 Broadway, New York, NY 10018) or any offiet equivalant user cx?nsensus standard and, where 
applicable, state or local requirements. L&er radiation areas which can contain radiation levels above the limits specified in 21 CFR 1040.11 (c) 
will be dearly identitied by the posting of karning signs and/or restricting access through physical means (such as pressure switches, photo 
cell& barders, guarUrs, etc.). These requirbments apply to temporary areas (slrch 8s during set up and ab@W?ar~tpmcedums) and to final or 
permanent areas. The variance holder will retaln the records of these procedures and th8 results bf all t%sts as required by 21 CFR 1002.31. A 
mpy of the variance application, the apprival letter, clment procedures, and records relating to %a& particular show will be with the operator 
or other responstble lndlvldual and will be ,made avallable for Inspection by FDA and other responslbls authorities. 
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Public reporting burden for this coUection of inforqmtion is estimated to average 3 hours per response, including the time 
for reviewing instructions, sea&kg existing data source, gad&ring and mai&aing the data needed, and completing 
reviewing the cakction of infomxhon. Send comments regarding this burr& estim,atx or any other aspect of this collection of 
information, including suggestions far reducing this burden to: 

6 
Food and Drug Administration 
CDRH (HFZ-342) 
2094 Gaither Road 
Rockville, MD 20850 

An agency may not conduct or sponsor, and a person is not required to respond to, a cohtion ofinformotion unless it d&plays 
a currentIy valid OMB control number. 

FORM FDA 3f47 (12103) PAGE 4 OF 4 PAGES 


